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' - «* sheets, as follows: 
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Administrative Instructions). ° ' 01 lne 

^ £vondl^ S T er5ede T Her ShCetS ' bUt Wh,Ch MS Auth0rity considers contain « amendment that goes 
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b. □ (sent to the International Bureau only) a total of (indicate type and number of electronic carrier( S )) 
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Box No. I Basis of the report 



With regard to the language, this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 

|" | This report is based on translations from the original language into the following language 

which is the language of a translation furnished for the purposes of: 

| [ international search (under Rules 12.3 and 23.1(b)) 

| | publication of the international application (under Rule 12.4) 

j international preliminary examination (under Rules 55.2 and/or 55.3) 



2. With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished 
to the receiving Office in response to an invitation under Article 14 are referred to in this reort as "originally filed" and are not 
annexed to this report): 

[X~| the international application as originally filed/furnished 
| | the description: 

pages as originally filed/furnished 

pages* received by this Authority on 



pages* . received by this Authority on 



| | the claims: 

pages as originally filed/furnished 

pages* | as amended (together with any statment) under Article 19 

pages* received by this Authority on 

pages* received by this Authority on ■ 

I I the drawings: 

pages as originally filed/furnished 

pages* received by this Authority on 

pages*_: \ received by this Authority on 



jJJ the sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. \~^\ The amendments have resulted in the cancellation of: 

j | the description, pages 

| | the claims, Nos. 



|~] the drawings, sheet _^ 

| | the sequence listing (specify) : 

any table(s) related to sequence listing (specify) : 



4 - (ZD Trri s re P ort nas Deen established as if (some of) the amendments annexed to this report and listed below had not been 
made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)). 

I | the description, pages 

I | the claims, Nos. 

[ ] the drawings, 



| | the sequence listing (specify): 

| | any table(s) related to sequence listing (specify) : 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 
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International aplication No. 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1. Statement 




"Mr»\/£»lt-vf /"M"\ floimc 1-13 


I no 


Claims none 


NO 


Inventive step (IS) Claims 1-13 


YES 


Claims none 


NO 


Industrial applicabilitv OA) Claims 1-1 3 


YES 


Claims none 


NO 


2. Citations and explanations (Rule 70.7) 




The present invention relates to sustained-release preparations characterized by being 


prepared from double granules which are obtained by primary granulation of a drug 


according to melt granulation using hydrophobic release-delaying additives, and then by 


secondary granulation of the obtained granules according 


to wet granulation using 


hydrophobic .wet-granulation material . 




The following documents have been considered for the purpose of this report : 


Dl = WO 99/47128 Al (23. 09. 1999) 




D2 = US 5807583 A (15. 09. 1998) 




D3 = EP 1125586 Al (22. 08. 2001) 




D4 = US 2002/102302 Al (01. 08. 2002) 




D5 = US 5451409 A (19. 09. 1995) 




Dl discloses a biphasic controlled release delivery system for high solubility 


pharmaceuticals, which includes an inner solid particulate phase and an outer solid 


continuous phase. 




D2 discloses a process for manufacturing sustained re 


lease pellets comprising 


pelletizing a mixture containing a drug in finely divided form and a water- insoluble 


wax-1 ike binder . 




D3 discloses sustained release particles comprising a drug-containing core substance 


coated with a mixed coating of a hydrophobic organic compound and water- insoluble 


polymer, which prevents sticking during compression molding when producing tablets. 


D4 describes a stabilized sustained release tramadol tablet 


containing a hydrophobic 


material which comprises a wax-like substance. 




D5 describes a sustained release matrix and oral dosage form comprising a homogeneous 


matrix formed from a wet granulation containing a medicament and a polymer blend of HEC 


and HPC. 




(Continued in Supplemental Box) 
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Supplemental Box 

In case the space in any of the preceding boxes is not sufficient. 

Continuation of: 

Box V. 

1 . Novelty 

None of Dl to D5 relates to sustained-release double granule preparations obtained by primary melt granulation and 
secondary wet granulation as claimed in the present claims 1 to 13. 

Therefore, the subject matter of claims 1-13 can be regarded as novel under PCT Article 33(2). 

2. Inventive Step 

None of the above-mentioned prior art documents teaches or fairly suggests sustained-release preparations prepared 
from double granules which are obtained by primary melt granulation and secondary wet granulation using 
hydrophobic materials such as waxes and fatty acids, nor improved properties of said preparations characterized by 
minimizing the amount of hydrophobic additives for imparting sustained-releasing property and eliminating an 
adhesion phenomenon of granules occurring during the tablet preparation. The prior art documents merely refer to 
sustained-release preparations obtained by either melt or wet granulation. Therefore, the subject matter of claims 1-13 
is considered to involve an inventive step under PCT Article 33(3). 

3. Industrial Applicability 

The subject matter of claims 1-13 is considered to be industrially applicable under PCT Article 33(4). 
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